
NITED STATES ENVIRO MENTAL PROTECTION AGENCY 
W. \ SH f lGTO D.C. 20-1-60 

OCT O 3 2017 

MEMORANDUM 

Of'FICE OF CH EI\ IICAL 
S.:\f-ETY .\ D POLLL'TlON 

PRE\'E1 'T ION 

S · BJECT: / l11reohasidilfm j)ff//11/a11.1 · train D SI\ [ 14940 and .· lmmba.ritli11111 p11l/11/c111s strain D ~'i\ l 14941. 

TO: Nicola Steinmetz, Regulatory Actio n Leader 
i\ Iicrobial Pes ticides Branch, 
Biopesticides and Pollution Preventio n Di,·isio n (75 11 P) 

FROM: .J oel\'. Gaglia rdi, Ph .D., l\ [icrobial Ecologis t M V ~r11,i£), Ni'?JJ---
i\licrobial Pesri cicks Branch , ~ 
Biopcsticides and Po llutio n Prc,·ention Division (7 51 1 P) 

THROUGH: J ohn L. l,ough , Ph.D., ·cnior Scientist 

:\licrobial Pesticides Branch, 
l3iopcsticic.ks and Po llutio n Prc,·cntio 

ACTIO REQ ESTED: Re,·iew submitted studies for extended label shelf li fe on rwn end-use p roducts. 

CO CLUSIO 
Product ldcntit\' a n<l C haracterizatio n - ACCEPT ABLE - l3otecto r and Blossom Protect arc considered stable 

formulations for up ro 30 months at 8"C and for 18 monrhs at 20"C. 

DATA REVIEW RECORD: 
. \ cti,·e 1 ngn :dicnts: 

Product :----: amcs: 
Compa ny Name: 
LP.\ Reg. 10 · .: 

Chemical 'u m! ers: 

Decision 1" umbers: 
DP Barcodes: 
l\ IRTD No .: 

/ llflwha.ridi11111 p11/l"la11s strain D S;\ I 149 -1-0; 
.· l11n-oha.ridi111;; p11lhrla11., strain D S~l 149-1-1 . 
f3otcctor; Bloss rn Pro tect. 

RIO-FER~\ [ Gi\ rBH . 
86 174-3; 86 l 74-4. 
0-1-60 10; 
0360 10. 
531807; 53 I 802. 
441988; 44 1972. 
503328-01; 503328-02. 
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NOTES: 
Pre\·ious rc\·icws arc: 
Barsoum, I .S. to S. Cerrdli through J .L. Kough. April 16, 20 I 5. Review of an amendment co c:-;rend the storage 
stability of two registered EPs Botector (EP,-\ Reg. No. 86174-3) and Blossom Protect (EP,-\ Reg. No. 86 174-4) 
containing two registered TG ,-\ l s: ., l11reohasidi11111 p11!ht!a11J· DS;\f 14940 & /111reoha.ridi11111 p11!/11/a11., DSl\[ 14941. 

Barsoum, l.S. co S. Cerrelli through J .L. Kough. October 26, 2015. Re\·iew of the Registrant's response to a 7 5-<lay 
deficiency letter concerning a petition by the registrant to add Post Har,;cst use to its registered product Botecror 
containing / l111whasidi11111 p11!!11/cms DSl\I 14940 & DSl\I 14941. 

SUMMARY OF REVIEWED DATA: 
STUDY TYPES: Physical and Chemical C haracteristics. 
OCSPP Guidelines: 830.6317. 
TEST MATERIALS: Botcctor and Blossom Protect containing ,-111reohasidi11m p11!/11/am strain D SI\.[ 14940 and 
_,, l11reohasidilf1J1 p11!!11/a11s strain DS(\[ 14941. 
MRID No.: 503328-01; 503328-02. 
DISCUSSION: T he registrant submirted studies on only one of the end-use products with the rationale that 
Botector contains only acti\·e ingredients (50% by weight each of / lttreobasidi111J1 p11!/11!m1J" strain DSl\l 14940 and 
/1111"11oh11sidi11m p11/ht!a11.1 strain DSl\ I 14941) and Blossom Protect is the same formulation with a sing le inert ingredient 
at 35.5° o (32.25°'i, by weight each of ,- l11reoba.,idi11111 p11!/11/c111s strain DSt--1 14940 and .-'l11reohasidi11111 p11!/11/1111s strain DS;\l 
14941) . Analysis for viability of the combined acti\·c ing redients and for quality measures o,·er 30 months at 8 and 
20"( showed Botcctor and Blossom Protect are considered stable formulations for up to 30 months at 8"C and for 18 

months at 20"C. 
CLASSIFICATION: ACCEPT ABLE. 
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VALUATION RECORD 
Primary rc,·icw by: Joel\' . Gagliardi, Ph.D . 
Sccon<lm,- re,·ic,,· br: I ohn L. Kou h, Ph.D. 

Sn,dy Types Physic;i.l ;i,nJ Chem.ical Cl c 
"ffi l D OS. 503328-0 I; 503328-02. 
Test i\fatcrials 

,'1udr Nos. 

Sponsor 
Testing hcilit\· 
Tirlcs of Rcpnns 

,\ uthor 
Sn1die~ Completed 
Studr _ ummarics 

Classifirnt.iom 
Good J .aborarnn­
Prac1ice 

Butccto r and Blossom Pro teer containing · l1m·ob,uidi11111 p11!/ul1111., ~trn in D: i\ l 1-19-10 and .· l11reoba.,id1im1 p11!!11/m,.,­
strai11 D~l\l 1-19-~I. 
L 13 1 OBP 1-1-0 I BOS; LI 3 IOBP 1-1--0 1820. 
BIO-FER,\f Gmb l I; Technopark I ; A-3-130 Tulln. 
Bio-Protect Gmbl I; Lohnerhofsrr. 7; D -78-1-67 Ko nstanz. 
Storage siabili ry of the fo rm ulat.ion Blossom P rotcct 1 \I o,·er 30 month~ at 08°C: Storage srability of the 
fo rmulation Blossom P roceccJ ~, on:r I 8 rnonrhs at 20"C. 
Dr. Stefan Kunz. 
.\ pri l 10, 201(>; September 10, 20 15. 
The registranr sub1nitted _ rudies on only on e of rhc end-use products with the rationale th;it Bntector contains 
only act.i,·e ingredients (50°'n by weight each of · l11reobmidi111J1 pul/11/,11u strain D 'i\ f 1-19-W and .· lurMha.,idium 
f'"llu!a,u strain D Si\ I 1-1-9-1 1) and Blossom Protect is the same formulatio n \\·ich a single incrr ingred.ient at 35.5°" 
(32.25° o by weigh r each of.· lureobt1.1idi11m p11!/ul1111.1· strain DS!'\l l -1-9-lf1 and . · lureobi1Jidi11m pl{//uia11s stra in DSI\I 
1-19-41 ). , \nalrs is for \'i;ibiliry of the combined actin· ingredien rs and for qu;i lity mca ·urcs over 30 month. ar 8 
and 20"C showed Boccctor and Blossom Protect arc considered stable fo rmulat.iom for up to 30 months at 8"( 
and for 18 months at 2()"C. 
ACCEPT ABLE. 
_ \ signed and dated GLP statemem \\";J included. The studies were performed acco rd.ing to the re9uiremenrn of 
-1-n CFR. P;in 160 except there was no approved protocol per I 6U. I W (;i) or gua liry assurance unit per 160.185( 1-4). 

I SUMMARY OF PHYSICAL AND CHEMICAL PROPERTIES : pn.:scntc ll1 a Jes - -· d . T 11 I ? 

Table 1. Summ ary sto rage stability data foe Blossom Protect at 8-20°C. 
Tcmpcr:uurc S•C 200C St,rnda rd 

l\.lon1hs 0 12 24 JO 0 6 12 18 (min imum) 
\ ' ,c,L,,111, (r:l·l' /!.!1 5.fo \ II s.r,, I II" l .7., IH ' _;,1.\)0' ' .'i.(,, \11 ' 5,(,, JO ' 5.~, \ 11 ' ~.(,,Ill' H H, \ if' Cl-'l '/.~ 

l'i·rsi~•~·rn fl1.11nml! (ml.) ~ -__ _ .., 
II II II ~ ---~ II II 11 

\\ ,·11,,1,,111, :1l'J '' .. ! I') ➔~ SIi -17 ➔ ') -1(, ➔ s ~() 

Dr. !-:<,, ( I 11 -'JH' ",I ~SO-~r~ II I 75-~CH Hl 2511 -'.?IH Hl 2511-2•H>O :!Sll-:!iHlfJ !25-21XIO 51Xl-'.?IMHI 75 2f10U 

ll1>p,r-ib,l ,11 (" .. ) n; H7. ➔ XII,:? HH.7 77.5 H,. I 5').') H2.➔ 

.~u,pu1,ibil<t1 (' ' .. ) 'J(1.~ l-;(1.2 HS. , WJ.1 'Hi.~ ') 1.5 H'J.II H5 I 

\\ 'L'r ~a:n .. t1" n::--1dut ·) 11_2~ 11. !(, Cl'.?\ 41 , 111 11.~➔ Cl,2I Cl.I') Cl, I ➔ 

pl I (, ') (, .-1 (, . ➔ (, .-1 (,.') (, .4 fi __ l , ... ) 
IJu:--t11u.::--:-- \ii.:? 'J.X (d 'l.X 111.2 57 H.7 2l.tl 

h,.d,,1111 !"'-.) 'J'J.-1 ')').(, r;rJ ,7 CJl) .(1 ')') .-1 'J'J.X l)C)_(l ~').i 

TABLE 2. Description of Chemical and Physical Properties for Blossom Protect at 8-20°C. 
Guideline I Proper~- I Result I l\.Icthu<l / Reference 

X ,r1_(, \17 I ~t4)f.lgL .~1.1b1ht~ I 
~ubk .u ka:-:t lo 1nonths .1t H· •( :, 

I \ ubk rounr, un \l.dt I :,tr.tcr lg.tr. 25 •( :. 72 hnur,. 
:-1,1l,k ,II k.1<I I K monili, .ll :?CH·. 

DEFICIE CIES: None. 
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